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Status 

1 )^ Responsive to communication(s) filed on 30 March 2011 . 
2a)Q This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) |El Claim(s) 1_ is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 

1 . This Office Action is in response to Applicant's amendments and remarks filed 
3/30/1 1 . Claim 1 has been amended. 

Information Disclosure Statement 

2. The information disclosure statement submitted on 3/30/201 1 has been 
considered. 

3. Any objection or rejection of record, which is not expressly repeated in this 
action, has been overcome by Applicant's response and withdrawn. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4a. Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

Claims are drawn to a protease inhibitor comprising: a redox activity protein, 
wherein the protease is selected from the group consisting of MMP-1 and MMP-9, 
wherein an active site of the redox activity protein has -Cys-X1 -X2-Cys, where X1 and 
X2 are amino acid residues. 

The test of enablement is not whether any experimentation is necessary, but 
whether, if experimentation is necessary, it is undue. See In re Wands, 858 F.2d at 737, 
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8 USPQ2d at 1404. The factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy the 
enablement requirement and whether any necessary experimentation is "undue" 
include, but are not limited to: (1) the breadth of the claims; (2) the nature of the 
invention; (3) the state of the prior art; (4) the level of one of ordinary skill; (5) the level 
of predictability in the art; (6) the amount of direction provided by the inventor; (7) the 
existence of working examples; and (8) the quantity of experimentation needed to make 
or use the invention based on the content of the disclosure. 

Although, the specification on page 30 asserts that Thioredoxin (TRX) has 
inhibitory effect with respect to protease such as cysteine protease and 
metalloprotease, Farina et al. (2001) and Sahlin et al. (2000) references atleast partially 
contradict. Farina et al. for example state that thioredoxin does not inhibit MMP-9 
activity (abstract and page 41 0, right column 2n d paragraph, lines 1 8-21 ). In addition, 
Sahlin et al. on page 1 151 (see Figure 4 and column 2) teach away from instant 
invention in that thioredoxin and glutaredoxin by inactivating tissue inhibitors (TIMP-1 
and TIMP-2) of metalloproteinases (MMP) by disulphide reduction may promote MMP-2 
and MMP-9 activty involved in collagen breakdown. 

Therefore, undue experimentation would be required to practice the claimed 
invention with a reasonable expectation of success, absent a specific and detailed 
description in applicant's specification of how to effectively practice the claimed 
invention and absent working examples providing evidence which is reasonably 
predictive that the claimed invention is effective for identifying a protease inhibitor 
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comprising: a redox activity protein, wherein the protease is selected from the group 
consisting of MMP-1 and MMP-9. 

Conclusion 

5. No claims are allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEGATHEESAN SEHARASEYON whose telephone 
number is (571)272-0892. The examiner can normally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary B. Nickol, Ph. D can be reached on 571-272-0835. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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